16297179

imagse; Science For A Better Life

September 26, 2016

U.S. Environmental Protection Agency
Document Processing Dask - 8(a}{(2)
{Office of Pesticide Programs - 7504P
Room 5-4900, One Potomac Yard
Artington, VA 22202-4501

SUBJECT: 6{a}2) Follow-Up Incidents Accumulated from August 1, 2016 through
August 30, 2018.

Dear SirMadam:
Please find additional Bayer Animal Health Division 6{a)(2)

incidents accumulated from August 1, 2016 through August 30, 2016, These

incidents are being submitted in accordance with FIFRA Section 8(a)(2).

Please feel free (o contact me at chris.ensley@bayer.com or at
913-268-2730, if | can provide any additional information, or 1o be any

further assistance.,

Respecifully,
BAYER
ANIMAL HEALTH DIVISION

Choy

Chris Ensley

Regulatory Affairs Specialist

Encl: Baver report nos: I

2016-Us0037188

ED_005739D_00013706-00001



NMolontary Industry Reporting Form for 6a)(2) Adverse |

Proovide all knov, reguived nformation, I rogeired data field information B anknovr, &

Ffects Incident Information

ignate as such in sppropriste sres,

Rowl
Adminisraiive
{3ata

Reporter Name

Mr Fed  Brawdy

-~

entact

et (i sifTevent than reporter) ] Internsl I #

Mot Anplicable

J016- (500327188

Adddress

Pa
LA

Adddress
A

Pl #

(412}

452 -8842

Phone #

Update
Hupdateinchud dote of
tinad subunission

(47-26-2016

06-17-2016&

Eoscation and date of incident.

Date registrant
became aware of
meideat,

06-29-2018

¥

Woas ineident part of Targer stody

Ho

Ivodvod

EFA Regsiration # (Product 1)

11556-155

& Registratinn # {(Froduct

Rigistration # (Produst 33

AL s

Flumethrin-Imidaslioprid

Praduct T nams

Seresto Small Dog

HEH Y

F Praduct 3 sang

Exposed to concentrate prior to difuting 2

Exy

ased Lo contentrate priot 1o dilmion 7

%

Expuosed o conoeninse prior

clifigion 7

Formulsiion
Coilar

| Formudation

Formuaolation

cis dabed shrestivng Hacklent

were not followed?

Yeg

Intentiomsl misase

Ko highwayih.

{Exsmples inchudke howe, yurd,
sehool, industrial, m
sarface water, commmrntal tarf,
huildingfoifice, forastfuooads, a

{speaily oropd, right-ofway, {m

sy

gresnhouss,

sriciiiural
Lowiiy,

Trciden

s

Bricf

{examples inchile direct
contact with troated

dent

gr Inct
Description

soription of wident cirouast

Verston © 19-Sep-2016 a1 1922

ED_005739D_00013706-00002



Yoluntary Indusoy Reporting Formfor pay2

Provide sl known, roguirad irdormetion,  rege

sots Incident Infoemation

ate as such in sppropriate area.

Adverse B

dats fadd informaion manknown, <

S

fnternal [0 # 2016-USDORT71E8

riptan of inciden clrosnsapoes

# man, In unknown condition, with no kaown Concomitant medical conditions, was
tooan unknown amount of 1 Seresto Small Dog {Flumethrin-Imidacioprid) coliar when he
ied 1t to the dog and the dog was pelied.

O approximately 17-4un-2018, the man experienced swelling and pruritus oo his hands at the
gxpuasure site.

On 23-4un-2014%, the man was svaluated
panel. Resulis were withipn normal Timit

a physician who performed an unspecified blood work

B 30-Jun-2016, the man was re-evaluated by a physician and referred to 2 dermateologist.

On OL-1ul-2014, the man was evaluated by @ dermatologist who diagnosed an unspegifisd rezction
o the gotive ingredientssapplication site reaction HOS. The dermatologist treatsd the man with

an unspecifisd anti~pruritus cream topically and unspecified steroids orally.
On approximately 08-Jul-3086, the signs resolved.

He further dntTormation sxpected; case closed.

YVorsion  19-Sep-2000 ar 1922

ED_005739D_00013706-00003



Voluntary Industey Reponing Form for &

Provide afl knoen, ropired information. M required d

HIy Inforpmatio

1 Involving Hunnps
a field information s unknown, 4

aphic imformation:
Unkriown

%= Mate

Cooupation { i relevant}

(e

Esporurs vy

supctdehon
sutuidehormisd

Other Ny

B forvade, prognane ¢

FUL N pERET

1§ vos, days

soypationsd?

"

Thme hebweon oxpos
viset of symptons

st doe 1o ness: 4 Days

Fope of modical care
incdude mone, olinde, §
department, private phy
spritid inpationt}

seught {examples

Exposurs data:

Amomnt of pestic

Ynknown per 1

rik row

Human severity category

H-L

List signsfs

Auplic

Applicstion s
fpplication si

dverse effents

& reaciion KOS
2 pruritus

& nedena

if lab 1o
tost
submall TepoTiL,

None reported

s were porformed, s

I availele

This boy can be g

Froy proevide any explmatory or gpuhifyd

i informatiios surrounding fhe nckdent. (Guld addivional peg

< if negessary b

Frternad 1 #

2016-U50037188

i cont Tt

Werston o 19-Sep- 2006 ar 1922

ED_005739D_00013706-00004



s*m;:m; Science For A Better Life

Seplember 26, 2016

U.S. Environmential Protection Agency
Document Processing Desk - 8(a}{(2)
Office of Pesticide Programs - 7504P
Room S-4800, One Potomac Yard
Adington, VA 22202-4501

SUBJECT: 8(a)(2) Incidents Accumulated for Month of August, 2016

Dear SirfMadam:

Please find additional Bayer Animal Health Division 8{a}(2) incidents

Bayer

accumuliated during the month of August, 2016, These incidents AT

are being submitled in accordance with FIFRA Section 6(a)2).

Please feel free to contact me at chris.ensley@bayer.com or 913-268-2730,

it can provide any additional information, or to be any further assistance.

Respectiully,
BAYER
ANIMAL HEALTH DIVISION

- . e »
Q&W& {fa‘\#ﬁ‘f%&

Chris Ensley
Regulatory Affairs Specialist

Encl Bayer report nos:
2016-U80047038, 2016-U80047042, 2016-USQ047057, 2016-US00485690,

2016-US0040122, 2016-US0048129, 2016-US0049534, 2016-US0049535,

%
2016-US0050101, 2018-US0050225, 2016-USGDE1318, 2016-US0052175, “”§E
2016-US0052886, 2016-US0053593, 2016-US0054520, 2018-US0054733 g

ED_005739D_00013706-00005



Voluntary Indostry Reponing Form for 6321 Adverse Effects Incident Inforoation

Provvide all known, reguired fnformation. H required data field information is unknoves, dest

sate 83 such in appropriate aea.

Paga l of 3

Rivw |
Administrative
Prata

Regproerter Name

Mg Lisa Morgan

Submaission

date,

(9-26-2018

Comtact persen (f differant than reporner}

Rot Applicable

Internal Yy #

2016050047038

Ay
Erie
PA
18507
UsA

%
)
Y

Adilress
UsSA

Phusne ¢

Phone &

(814} 8B1-8299

Incidem: Sane

New
I wpdateinetuds date of
spipal nubyaission

Location and date of taoh

08-02-2016

{hate registrant
hecwmne aware of

Q8-02-2016

Woas invident part of targer study 7

No

Row 2
Pestioidels)
favabved

EPA Ry

11556143

tration # (Produer 1

EPAR

ration # {Product 23

EPA Regisirativs # {Product 33

AL sy

Imidacloprid-Permethrin-

Fyriproyyfen

Ad (s

Product 1 name

K8 Advantix EI Large bog

Product 2 name

Produst 3 o

Exposed to concentrate priorto dilutios ?

Exposed to conosntrate prios 1o difution 2

Exposed 1o concentrate prioy to dilution ?

Formmdation

Topical solution

| Formuabstion

Formulatinn

Baow 3
Incidens
Crrommsiances

Evidonee lebol drectiong
wers not followad?
Yes
Tmtentional misuse

Ko

HInciders witer (Examples inclade home, yard,

o, indestrial, nwrseryd groenbouse,

hasldinploffive, Forestfonods, agricultural
{specify cropd, vight-of-way, fral, etility,
fighawav il

Apphoator certified
PO

M

Sroation (sot of wing product deyamales
including misisgfonding, reentry,
applcation, transportation, repair,

maintenanee of application egdprneat,

manofactaringformulating). |

See Incident Description Hotes

How exposed:
{examples inchads direst
contact with ireated
swrfncs, vgestion, spill
eift, renoff

See Incident
Description

Brief desoription of invident clreumsiancs

NVerston s &-Aug-2010 a HEST

ED_005739D_00013706-00006



Voluntary Industry Reporing Form for 602 Adverse Bffects Tncident Informution

Provide all known, required information. If roquired data field information is unknown, designate as sucl fn appropriaie area. Page 2 of 3

Internad I3 % F016-USO047035

Brief desoripvion of incident clroums

On Od-Aug-I016, a8 32 year old, pregnant woman, of unknown condition, with ne knowa concomitant
medical conditions, who was taking an unspecified prenatal witamin orally since approximately
May-2016, was exposed to an unknown amount of K9 Advantix 11 Large Bog
{Imidactoprid-Parmethrin-Pyriproxyfen) when she applied it to her dog, then kissed the dog on
the Face. No known direct exposurse occurred,

Immediately post exposure, the woman tasted the product on haer lips (bad taste
washed her mouth out with an unspecified seap and brushed her teeth with an un
toothpaste,

. The woman
specifisd

Approvimately 5 wminutes post onsel of the sign, the woman recovered without medicsl
intervention.

Ko further information expected. case closed.

Version @ 5-Aug-2016 at 10:37

ED_005739D_00013706-00007



Voluntary Induostry Reposting Form for §aX 2 Information Involvin g Humans

Frovide all knewn, requiresd fnfoemation. I requived data fleld information is unknown, designate as sueh in appropriate area, Page

Sex: Femals
Crocupation { I relevant)

Hxpomgs routa

Other

| Was advarse effert result of
sicide/bomicide o sy

srppled

ssicidebomic

I female, proganm !

Yes

Wax exposirs vevupational?

I yex, divvs ot due to ilness:

T between exposure and
aunet of symptons

1 Minutes ¥

Type of medical care sought (examples
inchude none, elinie, bospital smergency
depariment, private phydeian, POC,
hospitgl inpationt)

Exposare data
Amount of pesticid
Unknown per 1

Expose duration:
0 Days
Patisnt weight
Ustkniown

Human soverity oat

H-

L

List signals
Taste disorder

vinptomsfadverss offects

1 Tab reats wore perfoemed, Hg
tes names and results 1§ avgilable
subrnit reporty.

Hone reported

This box rap be wsed to provide any explonate

¥ or quulifying iformation surrounding the Incident. {add sdditionsd pages i necessay)

Internat s # S

2016-USD047038

¥ EDTHLYRITIEHE

Varsion : S-Aug-2016at 1057

ED_005739D_00013706-00008



Vohntary Indusiry Reporting Form for i Adverse Fifects Tocident Information

Frovide all kanowa,

reguired indormation, If required data field information i wimoen, designate a5 sl in sppropriate arsa.

Page 1 of 3

How i
Adipinistrative
Data

Repuorter Name

Ms  Amanda Hot Provided

Sabwnission
date,

09-26-3018

Contact person (f different than reporter)

HNot Applicable

Internal I #

2016-US0047042

Address
L&
%A

Adddress

&

Uaa

Phone #

(760} L00-7447

Phone #

Incident Status
Row
B updateinciude date of

original sabynisgion

08-02-2016

Loseation and date of incident,

Dater rephstra
becn

inckdent.

me gware of

Was incidens part of larger astudy 7

iy

Bow 2
Pesticideds)
fovolved

%

EPA Registration # {Produect 13

11

k¥al

56-155

Efs Registration # {Prodiot 23

| EP A Registration # (Product 33

AL (el

Flumethrin-Imidacloprid

AL {8}

A1, %3

Prodect 1 name

Seresto {unspecifisd)

Produst 2 name

Product 3 muone

Exposed 1o concratnte prior to dilition ?
No

Expased to conventrate prier (p dilinion ?

Hxposed 1o concentrate prioy (o dilation ¥

Formadation

Formulation

Foraudation

Rirw 3
{naoident
Ulreamstanoes

Ewvide h
were not followed?

aurfa

bustledivn g

Yes

Intentional minse

bighwayil

Applicator certified
PO
Ho

Ineiderd siter (Examples iocluds Bome, vard,
school, industrisl, mursery/ groenhouse,
s water, commercial e,

w2, forests
{speaily cropd, vight-of-way, {rail, wtiliny,

soods, agriculiaral

Rruation (et of wsing prodct) “Sranples
imchding mixingloadi
appHeation, ty
muintenanee of spphleation eoaipent,
manufasturingTormidatingd.

See Incident Desc

r, Tesnt
ansporigtion, 1

MNotes

foontact wath treated

How aaposed:
Cewamples inchude divest

swbace, ingestion, spill,

Brief description of ineident circumstanes

Version 8- Aug-2016 at 1414

ED_005739D_00013706-00009



Yolaniary Indusiry Reporting Form for §a)) Adverse Bffects Incident Tfornuation

Provide l} kuown, vequived information.  repived dats feld information s uaknown, dodenste as such in approprists sree. Pagen 2ol 3
Internal 113 # 2016-U50047042

piion of fcident chrownstances

On an unspecified date in approwimately 2016, a 3 year old, male, child, in unkaown condition,
with no known concomitant medical conditions, was exposed to an unknown amount of 1 Seresto
{unspecified) (Flumethrin-Imidacloprid) collar white living in the home with a dog that had it
applied the same day. It is unknows 1F direct exposure occurred.

AU an uwnspecitiad time post exposure, on 0Z2-Aug-2016, the child experienced & seizure that
resolved within approximately 5 minutes. The child was examined by an emergency room
physician, however, no diagnosis was made. It 15 unkaows if any treatments beyond observation
were performed.

Version @ S-Aug-2H6al 414

ED_005739D_00013706-00010



Voluntary Indosuy Beporting Formfor 8300 Information Invoelving

Provvide all krowa, requived Information. I required dure fleld information is unknown, desipoate us puh in appropriste aren,

t=d

Humans

Page 3 of

Lemoegraphic information:
Agei 3 Year(s)

Rex : Male

Ceoapation O rélevantd

Exposure poute:

Dther

Was aidesrse offest remlt of
swicidedhomicide o attemprad
sscidefomicide?

| Was protestive clothing worn
Wi ?

sle, pregnant ¢

Was exposere soospational?

I s, devs dost doe o iilness

T betvaeen exposure and
anset of symploms

Unkrown

Trpe of medical care sought {examples
mchude none, clinie, hospital emergency
department, private phyvacian, PUC
bospital inpationt)

ke

Exposurs data
Amramt of pesticide:
Unknown per 1

Exposs duration:
G0 335
Patiens woighy;

Uk nown

Last signsfsymptomsfadverse effects
Convulision

I fab tosts wore performed, Ba
test wames and resdial I availy
subpyt regsit )

None reported

Internal 1D #

J016-USaD47042

Version : B-Aug-2018 at 1414

ED_005739D_00013706-00011



“oluntary Indostry Reporting Formfor 8232y Adverse Bffects Incident Information

Provide all koown,

veggired information. I required data field information is unkoown, Gesignate a3 such jo appropriste aréa,

Risw |
Sgdmyinistrative
Datsg

Reporter Name

Mr David Eld

Sbandssion
date.

Kot Applicable
(19-26-2018

Contact peeson (F different than reporter)

Internal 13 #

JNIG-USDOLTORT

Adidross
CA
USA

Phone #

(7143

38508938

Phone #

Invident Baros:

Hew
Wopdare inclode date ot
arigingl sabmission

03-02-2016

Focation and date of incident.

Dare regsirant
bevme aware of
incident.

38-02-2016

Was ineident part of Targer stady ¢

el

Bowd
Pesticidels}
Involved

EPA Regisirstion # (Produeet 1)

11556115

EFA Registration # {Product 23

EFA Registration # (Frodect 33

AL (5

Imidascioprid-Pyriproxyfen

AL {s}

A s

Product 1 pame

-

Advantage 11 Medium Dog

Prochet 2 nams

Prodaect 3 name

Exposed to concentrate prior to dilution ?

Expuosed to concentrate prior 1o dilutisn 7

Haposed to conoentrate prior 1o dibadon ?

Formulatiog
Topical solution

Formulatiop

Formulation

Row 3
Icickont
Circums snoes

Evidence lubel directions

were niot followsad?
k41
intentional misuse

Mo

| Apphcator certified

PO
Mo

Incident site: (Bxamples inglude home, vard,
sehool, industrial, nurserys greonhouse,
vidud tuef,
tafldingfoffice, forestfwoods, agricoiturs
{specily crop)., right-of-way, {rad, atility,
highree

surface wit &F, CLORunG

Struation (aot of wing produey) {esamples
mcloding miningfoading, reentry,
application, transporiation, repaky,
muintenance of appheation squipment,
mamfectwringformdating).

See Incident Descripiion MNotes

i
{examples inchuds divecy
contart with treated
surface, ing spifh,
drift, ronaf{l

How expos

jon,

Seg Ingident
Bescription

Brief desoription of incident clroumstances

s

YVersion : B-Ang-2

ED_005739D_00013706-00012



Vduntary Industry Reporting Form for 8232 Adverse Bifects Incident Information
Provid

e all ke, required information. IF repred data field information fs anknown, designate as such in appropriste ares. Page 2 of 3

Irparnal D ¢ 2016-USOO47057

Briaf deseription of incldent circwnstances

D0 D2-Aug-2018, 3 man, of unknown condition, with no known concomitant medical conditions. was
exposed to an unknown amount of Advantage 11 Medium Dog ¢imidacloprid-Pyripronyfend when he
applied it to his dog, then ate a sandwich. No known direct exposure occurred.

Approximately 3 hours pbst exposure, the man sxperienced abdominal discomfort, abdominal
cramps, and a headache. The man took unspecified medications and approwimately 1 hour post
medication administration, the headache rssolved.

The man was not examined by a physician and the abdominal signs continued,

|
|

Version : 8-Aug-2016 a1 0749

ED_005739D_00013706-00013



Voluntary Industry Reporting Form for 6} 23 lnformation favolving Hunxms

Provvide all known, reodred information. W required data fleld information s unknows, designate as suh in appropriste ares.

Page Jof 3

Dremographic information:
Age Unknown

Sex o Bale
Decupation {  relevant)

CHSLES Fot el

wot reselt of
I oamicide or attenspted
syicidesbiomicids?

Other Na

Was protective clvthing worn
{specifyy 7

#, pragnant 7

Time between ovposire and
paset of symptoms

Was expostre oooupatinaal?

I vos, doys los due 1o iloess: 3 Hours ¢

ATwpe of medical care sought {examples
inchule none, clinle, haspital smergency
artment, private physician, POC,
nal inpatiom}

Exposwre data:
Savownt of pesticide:

UrhnowT

3 Bays
Patient weighi

Ynknown

Hugman severity category

H-T

List signsfsymptomsfadverse effects
Abhdomingl pain
Abdominal pain

Headache

Y Il tegts wre performed, list
tent vk and resalisoif
subrylt repaat )

Hone reportied

ailatds

This box can be wed to provide any sxplanatery or qualifying information

surronmading the incident. (add additional pages if wecass

£v}

Internal 1D #

2016-U50047057 /.

* Epprosimete

Wersion 1 8-Aug-2016 a1 0749

ED_005739D_00013706-00014



Woluntary Industyy Reporting Form for 632 Adverse Bffeets Incident Tnformation

Privw

2 all ko, requived informmation, If requived dita ficld information is whnown, designate assuch in appropriate areq,

Page L of 3

Bowl
Administrative
Fiaga

Reporier Namg

Bs  Wanda

Griffin

Submission
date.

09-26-2016

Cortact persen f differsnt than reporter)

Hot Applicable

Internal 1D #

2016-U50048880

Address

139 Anchor 5t
Portsmouth
VA

23702

Usa

Adilress

Usa

Phone #

Fhone #

{573 572-3260

Ineideunr Satus

N
I wpddate incTuds date of
ariginal submdssic

Lovation and date of incident.

incident.

08-08-2016

Prats rogistrant
became aware of

{48-08-2016

Wy incident part of larger study ?

Ho

sl

Involved

EFA Begistration # {Produst 13

11556-142

EFA Repstration # (Prockect 3)

EPA Registration # {Product 33
Fo

AL €3

Tmidacloprid-Permethrin-

Pyrigroxyfen

o,
st
50

Produrt | naume

K& Advantix II Medium Dog

Produet 2 name

Provlict 3 name

Exposed o concemtrate prior 1o dilution 7

Bxposed tor copesntrate prior 1o $lution 2

Exposed to conventrate prior (o diution 7

Formuation

Topizal solution

Formubytion

Formudation

Row 3

Incident

abel direvtions
wa follnwed?

WG

Intentionsl misuse
Ho

AppHoator certified
B

No

Ireident siter (Examples inchuds hoow, yard,
sehool, mdustrial, nursery! greenhouse,
surface water, commercial furf,
mlingloifics, stoweods, agricubiural
Cipecily crop), right-of-way, frail, iy,
iy 1

Situation {aet of wiog prodecty (examples
inchuding mibxingfoasding, reentry,
spplication, transpoytation, repair,
maigtenance of application squipment,

mamfastwingformdating.

See Incident Description Hotes

How expossd:
fexamples include divest
SORTICT with treated
surface, hrgestion, spill,
drift, runoffl.

See Incident
Bescripiion

Brief desoription of ineident diraunstanoes

§

|

Yersion @ 12-Aug-2006 at (700

ED_005739D_00013706-00015



Voluntary Industry Reporting Pormfor 68323 Adverse Effects fncident Infdamation
Frovide all known vequired Information. 3f reqedred deta Geld information is wikneon, desenate as soeh in sppwapriate ares,

Intermal 1 # 2016-150048650

Brief doscription of inctdent cirommstiances

On 0B-Aug-2016, a 53 year old, woman, in unknown condition, with coacomitant medical conditions
of diabetes and anxiety, who 13 on glucoirol, metformin Hel and an unspeciftied anxiety
medication orally and unspecified injectiions since approwimately 2016, was gxposed to an
unknown amount of K% Adventix 11 Medium Dog (Imidacioprid-Permethrin-FyriproxyTen) when she
applied it to her 2 dogs and gobt some of the product on 3 unspecified Tingers on an unspecified
hand,

Immediately post sxposure, the woman experienced short. shallow, slow breathing {dyspnea) and
difficulty speaking (speech disorder HOSY. The woman washed her hands twice with an

unspecified hand soap.

The woman was not examined by a physician and the signs continued.

; ?\.,ww*' -
t
|

Yersion » 3-8 ug-2016 at §7:00

ED_005739D_00013706-00016



Voluntary Industry Reponing Form for ${a)X2) Information Involving Humans

Provide all known, required information. If regeired data field information is usknown, desisnate as such in appropriate mrea,

Page B of 3

Demographic information:
Aper 53 Year(s)

Sex: Female
Decupation {# relevant}

B pusare route;

Other

W s adverss eifect rexddt of
sridedimrnicide or sttompted

suicidethamicide?

Ko

B femals, progoant ¥
ey

Unknown fo Company

Was exposre oucupational?

I wes, daye lost dos oo ilness:

Timwe betwedn exposurs and
enset of syploms:

1 Minutes *

W s proteciive olthang wom
2

{apenify) 7

Twpe of medicsl care sought {examples

department, private physician, PCC,
hospital inpatient)

inchude none, clinle, hospital emargeney

Expaosure data:
Amount of pesticider
Unknown per 1

Expose duration
& Days
Pattent weight:

Unknown

Py Category

H-C

List signsfsymptomafadverse ¢
Speech disorder HOS
Byspnoea

flects

I lab tests were perforwsed, Hat
test vames and readts(5 available
subsreit eport.

None reporied

Thix hox can be wsed to provids any evphngtory or qualifying formation swrownding the incident. (zdd additional prges i necrssary)

4

Foternat I ¢ } .
|

* approxingmie

fersion  12-Aug-2016at 07:00

ED_005739D_00013706-00017



Provide sl known, required informatjion. IF regiired data field info

Valuntary Indastry Reporting Form for §aX2) Adverse Fifects Incident Tnformation
mation is aekoown, dedignate a5 such in sppropriste area,

Contact person (f &fferant than reporter)

Subwrdsaion

Hot Applicable

Page | of 3

Interna 1 4
2016-UR00481322

Row

Ad

rninistrative fs

Reporter Name

Karen Ferrarg

date;

015-26~2016

62 Winkfield Rd.
RUTLAND

Yermont

§5701

U5A

USA

Phone #

Phone #

{802)

F73-1718
Brate regd

broame gwirs of

Wag ineident part of larger study 7

Tncideny Staton
Hew
Houpdateduclude date of
original sehmizsion

Location and dete of ncident.

08-06-201%

incident.

ration # (Prodect 2

EFA Reg

08-09-20146

Ho

EP& Reg

istration # (P

Row 2
Festicidadsy
byvirdved 11556-1585%

Ad {51 AL {5

EPA Registeatiom # {Prodoct 13

Flumethein-Imidacloprid

Produst 2 name

Product 3 pams

FProduet 1 name

w Dog

Seresto Larg

Exposed to voncentrate prior to dhetion 7

Exposedto concentrate prior 1o difution ?

Exposad 1o concenteate prior to dilition ?

Formuolation

Formulation

Formulation
Collar

Incident siter (Exumples inchule home, vard,

f presnhouse,

Sttwation (et of wing prodact) {examples
inchuding mixingfoading reentry,
application, transporistion, repai

Evidencs Tabel directions

Row 3
sere nodt followed?

Clroumsianoes Yor
Intemionad misuse

Ho

school, ndostrial, nurs
surfave water, comnerciad tief,
huildingfetice, forestivnnds, agrivoltural

(apreily cropd, right-sf-aay, (rail, mility

highwavil

Appiicator certified

P
Mo

mzinienanee of application exqipament,

manufacturingFormudating.

See Incident Desgription Notes

How exposad:

contact with troated

surface, g

{examples inchude dirpe

o, Spif,

Brief deseription of tnoldent Slreomstances

s

§
§
i

drift. runefil,
See Incident
Description

e

Vession : H-Aug-2016 a1 18:5

ED_005739D_00013706-00018



Voluntary Industry Reporting Form for (232 Adverse Fffects Tneident Informmtion
Provide ail knowa, vequired ioformation. 1f reaqived data Feld Information is unk nowy, designate ws sucly in appropriate area,
{oternad 1D & 2016-U50048132

Brief deseription of ncident ciroumstanoes

Or 30-1ul-2016. 3 woman, in unknown condition, with concomitant medical conditions of asthma
and allergies, was exposed to an unknown amount of 1 Seresto Large Dog
{(Flumethrin-Imidacioprid) collar when she applied it to her dog and removed it each night.

On approwimately 06

Aug-2016, the woman experienced headarhes, muscle weakness confusion, and
breathing problems (dyspnea)

{dyspnea}.
On approximately O7-Aug-2016, ths signs worsensd,
On 08-Aug-2016, the owner removed the collar from the dog and put 1t in her garaze.

The woman was not examined by a physician and the sign comtinued

Semion  H-Aug-MH6 ar 1853

ED_005739D_00013706-00019



Vohmmitary Indusiry Reporting Form for 62323 Information Involving Huomns

Provide all Buown, regeired informmtion, 1f required data field infoemation iz wknown, &

raate of such in sppropriate arsa.

Demographic imformation:
Age: 20-64 Years

3ex 0 Female
[ ation { i relsvanty

Exposure rovis:

Other

FHH

Was adverse effect v
suicide/hopicide or sttempisd
sucidediomicids

Ko

Was protective elothing worn
{specifyy ?

I fumale, pregnant ¢

Unknown to Company

Was exposre oocupatiopal?

£ wes, davs bost dos G iliness:

Thae betwees exposurs and
wnset of sympioms:

1 Weeks *

Type ght {esamples

ale physician, POC,

department, pr
hospital inpatisnt)
Ho therapy. observation

motude none, clinde, hospital emergeney

st &t
Headachs

Muscle weakness HOS
Mental confusion
Dysprioea

Exposurs duta:

0 Days
Pationt weight:
Unknown

Humnan soverlly calagory
o R o

H-C

ipnsfoymptomsfadverse offeets

H lab rests wers perfurmed, Hist
tost narnes and results(H avatlable
submit repuntl

More reported

This box can be used to provide any explanitory or gqudifving information surrounding the incident.

{add udlitienad pages i aoressary]

(9]
-

Internat 1T ¢ g ;
; H
2016-USO045122 | 4

* approximate

oy

Version ¢ Fl-Awg-20H6 at 1853

ED_005739D_00013706-00020



Voluntary Industry Reposting Form for 5232 Adverse Fffeors Tncident In formgtion

Provide all known, requived information. If required duta field information is mknawn, designate @ soch in appropriste ares,

-
3

pe T of 3

B 1
Admi
Data

Eirative

Reporter Namg

Hs  Sharon

not provided

Submission
date,

08-26-2016

Contaot persen (if different than reponier)

pot applicable

Imtermal I #

2016-US0045128

Address
NE
HSA

Adilress
USA

Phons ¢

Pl

{402y 376-2525

fnident Statos

New
I update dnclade date of
original submissdon

Loention wnd date of incident. Dt

wecident,

058-09-7018

eeame aware of

08-09-2016

Was incident part of laeger study

Ha

Row 2
Pestioidedg;
fyvolved

EPA Re

11556-170

stration ¥ {(Product 13

EPA Registration # (Product 23

EPA Reglsteation # (Produt 33

AL igy
Fermethrin-FBRO

Adish

AL

Prodest | noame

Permecirin €% Pour-on

Product 2 pame

B

Product 3 mame

Exposed (o conventrate prior to dilation ¢

Exposed 10 concentrate prior to dilmion ¥

Exposed to concentrate prior 1o dilinion ¥

Formudation

Pour on

Formulation

Furmudation

Row 3
Breident
Cyeamstaness

EBvidenes fabed directions
wares not Fallowed?

e
Intentional misuse

Ko

Applicator cortified
PoO?
Ho

Incident site: {Examples include home, vard,
sehook industriad, nwsery/ greenhouse,
surfnce water, commercial furf,
baildingfoffice, forestiwoods, agrivaliural
Capercify crop), right-of-way, (rail wility,
Bighway b

Situation {act of wing produet) examyples
including mixi FRERLTY,
application, fransporiation, repair,
maintenunce of application equipment,
manufacturiogforroulating.

See Incident Description Hotes

How axposed
{esamples includs direqt
contact with treatod
surfuce, ingestion, spill,
deift, run

See Incident
Deseription

Brief description of Inchdent chrowmstances

Verston © 18-Aug-2016 at (6:4]
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Voluatary Industry Reponing Form for 6a)(2) Adverse Effects Incident Information
Provide all known, required information, 1f reguired duta field information s urknown, des

mate as such in appropriste area, Page 2 of 3

imtemal ID # 2016-USH045125

Brief doseription of incident ciréwastances

On DBAug2016, a 16 yesr old, girl, in unknown condition, with s known concomi tant medical
conditions. was exposed to an unknown smount of Permectrin CDS Pour-on {Fermethrin-PROY when
she zot the diluted product onto her fingers while applying the product 1o catile.
Approximately 30 minutes post product exposure, the girl developed emesis, fatigue, shakiness,
muscle cramps and pyrexis.

Approximately 12 hours post product gxposure, the girl was evalusted by an emergency physician
wWwith continued symptoms and presented Flushed. Blood work was performed. The results were
unknown. Mo koown treatments were institubed.

Version ; [8-Ang-2018 at (6:41

ED_005739D_00013706-00022



Voluntary Industry Reporting Form for 6(a)(2) Information Involving Humans

Provide all kneewn, reguired information

. H reguired data ficld information is unknown, design

ate ae seh i apprnpriste arew,
¥

Page 3 of 3

fx
&

Bempgraphic information;
Ager 16 Year(s)

Sex; Femals
Decupstion { 8 rebreant

| Exposurs ropte

Uther

1193

H femsde, pregoant ¥

Unknown to {ompany

Was exposure octupational?

It wes, daes ot dos 1o iliness;

Time between axposure and
ouset of svmplomg

30 MWinutes *

Wea protestive cothing worn
{specifyy ?

Typs of medical care sought {examples
include none, s
department, private physician, POC
hospial inpationt}

Other therapy:Other test

imic, hospital emergency

List signsisvmplomsfadverse effecis
Emesis

Lethargy

Systemic disorder NDS
Hyperthermiz

ni of pesticide:
Unknown per 1

Ay

Expose duration

Unknown

Muscle tremer

Humoan severily category

-

Peripheral vascular disorder

84 Vb voats wers performed, st
fest nay id pesult s avatlable
subRNt rEpoTt),

None reporisd

Thixtox can be wed to provide any explanstory or qualifying information surromnding the incident, (add additional pages i meoessury )

Imiernal ID ¥

2016-U50049129

* approximeis

Version ©18-Aug-2016 ar 0641

ED_005739D_00013706-00023



Voluntary Industry Reporting Form for 8la)(

Prosvide sl known, required information, If required data Beld information is weknows, designats as sk in appropriate area.

2y Adverse Effects Incident Information

Page T of 3

e §
Sedministeative
Dats

Reporter Name

Mg Jennifer Arnoid

Subrnission

dite,
04~ 2

o

~4016

Contact person (i different than reporter)

Not Appliltcable

Ioternal [0 &

2O16-USD049534

Akl
Yestal
NY
13850
54

Adkiress

USA

Phone #

(607 341-2220

Phope #

Frrciddont Status:

New
= bk date of

Wi isalon

06-27-2016

Location and date of incident.

Date reg
Decams wesrn o
incident.

08-08-2016

Was incident purt of Jarger stody ¢

No

towe EPA Registration # (Produst 13 EPA Registration # (Produc 2 EFA Begistration 4 (Product 3
Postisideds}
AT 11555-155%

AL i) AL (s AL (s

Product | name Prodact T name Product 3 name

daresto (unspecified)
Exposed to vonsentrata priot to diltion 2 | Exposed to soncentratz privr so difution ¥ | Exposed 10 voncentrare prio 1o dilution 7
Formulation Formualation Formulation
Cellar ‘

2o 3 Evidenve lnbel directinns | Incident site: (Examples include bome, yard, Situation (act of nsing prodoct ) Hexamples
Incident were pot followsd? school. indostrisl, meserv/ grocahouse, incloding mixingloading, resntry,

Chroumstanoes

Yas
Intemtinmal nidsuse

surface water, oommereial turf,
baildingioffice, foresthwnds, agricadrural

application, tramsp
maintanance
i acturt

sriztion, ropair,
apphcation equipment,

Ho

Appheator cenified
POOY
Mo

{apucify crop), right-of-way, (rail, wility,
highvery

‘ormating).

See Incident Dascription Notes

-

How o
sumples nchuds divecy
cantact with treated
surfmoe, ingesiion, spill,
iy, numof

See Incideni
Bestcription

Briel deseription of ineident ciroumnstances

Version @ 11-Aug-2016 at 14:33

ED_005739D_00013706-00024




Page Zof 3

Voluntary Industry Reporting Form for 6(a)}2) Adverse Effects Tneident Informuation
d information. U required data field information i mmknown, designate us sweh o appropriste arca,

Proveide all known, reqidre

Fternal 1D # JOI6-USH0498534
Brief deseriprion of incident circumstances
i ounknown condition, with no known concomitant medical conditions,

On 25-Jun-2016, @ woman,

was accdentally exposed (o an unknown amount of 2 Seresto {unspecified)

(Flumethrin-Imidacloprid) collars on her hands when she appiied them to her dogs and then
and she pet the

continued to ke secondarily exposed when the dogs slept in her bed with her

dogs .
On 27-0un-2016, the woman sxperisnced priritus,
in 2016, the wowan stopped allowing ths dogs to sluep

n an unspecified date post exposure
int the bed with her.
The woman was not examined by a physician and the pruritus continued, bul was improved.

o

P}

Version @ 1 h-Aug-2016 at 14:33

ED_005739D_00013706-00025



Yoduntary Industry Reporting Form for 62 Information In volving Humang

Provi

#H koo, required information, 1§ vecoired data ficld information isanknown, &

ate as such in appropriate area.

af 3

Page 3

Demographic information:
Ager Unknosi

P Femalse
Ceoopation [ i relevant)

Exposwre rnge:

Other

Was adverse effect result of
suizidedinmis o7 attemplad

suicidedhomi

Woan protective clothing worn

{sperifyy ¥

i fomale. prognant ?

Unknown o Company

Wag pxposies pecopatic

If yes, days lost due tuo illness:

Time betwren exposurs sl
onset of symptoms:

2 Days

Type of meadical care sought {examples

sprital smergency

2 nane, clindg, ho
department, private phvseisn, PCC
hospital mpationt

Exposure data:
Apend of pesticlds:

Unknown per 1

si harad

Exy
Urkpown
Patlent weight

Hnknown

Human severity csiogory

H-L

List signsfaymptomsiadverse effects
Pruritus

1 Tab tests siere performed, Ha
test marnes and respli G 1T available
subdTit repor ).

Hong reparied

Thiz box can be wed 10 provide any muplasatery or gualifying nformation swrounding the incident, (udd addivions! pages if e

| tmpernel 1D ¥

2016-U50045534

ED_005739D_00013706-00026



Voluntary Industry Reporting Form for 6(a%2) Adverse Eifects In cident Informuation

Provide ol known, requived information, If required dats fiekd information is unknown, designate as such in appropriate ares.

Rovw §
Administrative
Fraga

Submission

Contact person (4 different thay reportery] Internad F #

Reporter Name

Hs  Jennifer

Arnold

date,

Hot Applicable

2018

Addresg
Yestal
NY
13850
US4

Phone #

Phons #

(&7} 341-2230

Incident Rataw

Hew
i vpdateinvinde date of
originad submissing

Lecgtion and dute of incident, Thast

incident,

06-27-2016

registrant
became aware of

08-08-3016

 Was ineident part of larger study 7

Ho

Row 2
Postivide{s)
Involved

EPA Registration # (Produ 13

11556-155

fratios # (Prodest 23

EPA Registration # (Produgt 33

AL (5}

Flumethrin-Imidacioprid

AL ()

Produt | name

seresto {unspecified)

Prodect 2 name

Prodact 3 name

Expi

= b comeentrats prior to diluion 7

Exposed to conceatrate privs to diwing ?

Exposed to concentrats prior to dilution 7

Formmdation

Collar

Feanndation

Formudation

Row 3
Incident
Clrvimatances

Evidenoe labe! divections
ware nos followed?
Yoo
Intentional misuss

Ko

AppHeator certified
PCG?
No

Incident siter {Examples invluds home, yard,
school, industrial, nurssry/ gresnhouse,
surface we cammerciad et
buildingfattive, forsstivonds, agricultural
{(speeify croph right-of-way, {rail, wility,
highway)y,

Sttuation {act of wing product’ deswaples
including mixingloading, reentry,
application, transporiation, repsl
madntenanee of application epdpment,
manufacturingformdating),

Incident Description Hotesg

4
g
iy

Hiorw exposed:
texaaphes budade direst
toniact with teeated
surface, Ingestion, spill,
deift, rumoffy

See Incident
Bescription

Brief description of neident circumsances
f

Version © 1-Aug-2016 at 15440

ED_005739D_00013706-00027



Yoluntary Indostry Reporting Form for 5(2)(2) Adverse Bffects ITncident Informution
Provide s} knewan, respived information. If required data field information is unkeown, designate as such In appropriate sres. Fage 2 of 3

Taternal 1D # 2016-U5D048835

Brisf description of noident circumstances

GOn 25-Jun-3016, a man, in unknown condition, with no known concomifant medical conditions, was
secondarily exposed te an unknown amount of 2 Seresto (unspecified) {Flumethrin-Imidacloprid)
coltarg after sleeping with 2 dogs that were each wearing one. It s unknown iT direct exposure

ocrurred with the collars.
On 27-1un-2016, the man experienced pruritus.

The man wWwas not examinad by 3 physician and the 3ign continued.

Versiom : 11-Aug-2D16 a8 15300

ED_005739D_00013706-00028



Voluntary Industry Reporting Form for 6(a%2) Information Invelvin g Hurmans

Provide all knovn, regquired information, ¥ required dota Pebd information is wnknown, designate as such In approgwiate sros

Premograplie information: | Expiasure route: ' . ] iy
R : L ' Was adverss effoct resalt of Was protestive clothing worn
o Unknown ssideformicids or stempted {apercifyy ?
. at adeidedomivide?
fex: Male
Oceupation { # redevant) Oiher No
1f female, pregnent 7 Was expasrs oerupational? Three batwzen exposwre wul

onget of svmploms:

H yes, days lost due to fllness ? Days
Tyvpe of modical care sought foxamples | List stpnsfsymptomsiadverse effects Ef b tests were performed, Hat

include none, tlinde, hospital SRRy Prurity
department, private phyg
hospiiad Inpatient)

5 test mames gl vesults( I available
sbynit report .
Kone repnoried

Expoure daty
Amount of pesticide:
Unknown per 1

Exposy duration:
0 Days
Pationt weighy:

Unknown

Hurnan severl ¥ outegry
b Y

H-C

This bux can b used to provide any explangtory or guadifying mformsation surrounding the invident . {add additional pages if necessary)

b dmternad I #

2016-US0049535

Version @ -Aug-2006 a1 15:00

ED_005739D_00013706-00029



Velwtary Industry Reposting Form for 6a32) Adverse Fifects Tncident Information

Provide all knowa, requited information. I required data Hield information is unknown, de

nate ag such in appropeiate gea,

Row ]
Administrative

Reporter Name

Ha

Marlene Rasmussen

Sudwnission
date.

09-36-2016

Contact persivn (i different than reporter)

Mot Applicable

Internad 1 #

2016-USO050101

Adidress

Bothell
WA
B8021
HSA

1725 242 5t 5E Unit 244 y!

Address

(%23
Y

Phone #

Phone #
£425) 483-8815

Incident Satus

Hew
FE uprdat e dnelode date of
original subinbssing

Location sl dete of incident, Prate repistrant

inokdent,

0&-09-2016

became aware of

(18-12-2018

Was incident pant of hrger gudy 7

&

Posticide{s)

EPA Registration # (Prodost 13

EPA Regiaration # {Prodect 23

EPA Begistration # (Prowhisy 33

Inwolved 11556-142
AL {8 AL {5 AL {5}
Imidacioprid-Permethrin-
Fyriprowyfen
Product 1 name Produst 3 name Proshict 3 nane
KS advantix 11 5mall BDog
Exposed o coucentrate prior 19 difution 7 «d (o concentraty prior fo dilution ¥ | Exposed o concentre priar to dilution ¥
Forneabasion Formalation Formulatioy
Topical solution
Bow 3 tdence label divections | Incidens siter {Examples include home, yard, Steation {set of wing pradoct} (exwoplas
Incident ere not felowed? sched, indusirial, oursery/ greenhouss, inchaling msixingflomling, resntry,

Chrowns anies

Yas
{stentional mdnse
Ho

Applivater vertified

PR

Ko

surface water, conwnercial 1wl
halldingfoffice, forestfanods, agriculioral
{spegify cropd, right-ofvay, (sl wility,
highwayv i

applivation, transportation, repaiy,
maintenanee of application squipowng,
manufacturingformdating,

Incideni Bescription Rotes

o
2ER

Heyw gxposed
{exangdes inclode diveet
comtact with treated
swfacs, ingestion, spill,
drift, vonoff)

Sew Incident
Description

Brief description of ncident clroumstances

ED_005739D_00013706-00030



Voluntary Industry Reporting Fomm for 6fa)X2) Adverse Effects Incident Informxtion

vate os such i appropriste e Page 2of 3

Provide afl known, requived information, B regoired data field information i uwwknovwn, desig

Internal 1D # 2016-USD050101
Hyief ik

iptiom of incident elrcamstances

Do 07-Aug-2016, a 7% year old, woman, in unknown <ondition, with concomitant medical conditions
of a history of 3 stroke and high cholesterol, was exposed o an unknown smount of K9S Advantix
11 Small Deg (Imidacloprid-Permethrin-Pyriproxyfen) when she applied it to her dog. Ho known
direct exposure ogourvred.

On 0%-Aug-2016, the individual bathed the dog with a liquid dish soap and applied vitamin e
@il to the site where the K§ Advantix IT was applied,

Approwimately 9 hours post bathing and topical administratien of vitamin & oil, the individus}
experienced feeling Uired, heavy eyes {eyve disorder HOSY, frouble communicating, and confusion.
The signs resolved approx mately 4 hours post onsel without medical intervention.

Op 12-A %

Ql& the individual experienced a headache. so gelf asdminiztered an unspecified
spirin 51

ign resnlved approximately 2 heours post onser.

w

The dndividual was not sxamined by 3 physician,

YVersion © IS-Aug-2010 at 1539

ED_005739D_00013706-00031



Voduntary Indugivy Reporting Form for 6ia3(2) Information Invelving Hunaos

Provide all koveen, roggared information. 1f required data fizld information is unkaown, designate axsuch ia appropu

Demographic information:
79 Year(s)

Sex: Female
Occupativn { i relovant)

Exposure roue;

Other

ok vesult of
e oF attempled

W adverse
suicide/homich
aisideMominide?

Ko

Wus proteetive clothing worn

(specifys ¢

B fermaly, prognant ¥

Ko

Was exponge cocupational?

I wes, dave los due to e

Time betvaen exposiwe and
onset of symptoms:

1 Bays

Type of medical sught {enwnplae
nehade wone, obinil, hospiisl emergeney
department, privats physictan, PCC,

hogpital inpationt)

Exposure data:
Amarnt of pesticide:
Unknown per 1

Expose dorstion:
0 Days
Pationt weight:

Hlnknown

Himpan severity catogory

H-L

List signsfsvmptomsfadverss effects
Lethargy

Eye disorder NOS

Speech problem

Mental confusion
Headache

If lab tests were porformed, list
List pam
SR reprt .

Hone reporied

el resnb s H availabls

This box can be wed to provids any explanatory or gualifving information sarrounding the tnokdent. (add additions! pages i nege

Interna] TD #

2016-JR0050101

Version ;15 Aug201601 1539

ED_005739D_00013706-00032



Voluntary Indusivy Reporting Form for 6

Pry

s ait bnova, reguired information. H required data Hekd idormation i unksewn, de

#2) Adverse Hfects Incident Infornmtion

spate #5 such in approprists arsa. Page ¥ of 3

o b Reporier Kame Subirassion Contact poerson JF dfferent than reponend] Interand 108
Sdmnistrative date. .o § o
Admiotaraliee dns pap  Pacheco i Bot Applicable 016-USO050225
Bata 0%-26-2016

Adddress

1 Gee Ave AT

Gloucester

HA
018930
Usa

Phoue #

{878} B73-7046

Phosrse #

Tncident Status:

ariginal sohmisslon

{ Locstion and date of moident.

| 0B-13-2016

Prate rogistrant
browne sware of
ftricident,

08-13-2018

Was tnohlent part of larger study 7

R

Row 2
Pesticideds)
Invabved

11556-150

ERA Regstration ¢ (Froduct 1)

EPA Registration # (Prodoct 2}

EPA R ratics # {Produet 33

AL s

Imidaclioprid-Fyriproxyfen

LR LS

Froadiset 1 namg

Advantage 11 Ki

tien

Provhugt 2 name

Product 3 nume

Exposed 1o concentrate prior so dilution 7

Exposed 1o

soneenirate prior to dilion 7

Exposed 1o conventrate prior 1o diluion 7

Fornmsation

Topical solution

Formulation

Farmmiation

Row3

Evidence Jabe} direciions
Incident i

2t}
ware ot followed?
AU S s Yag
Intentional misnge

Mo

Applostor certified
OO
Ko

Ineident aite: (Bxamples include home, vad,
sehool, ndstrial, nursery/ gresnhouse,
sirface water, covpmerctal turf,

haildingfo i estimoods, spricudiurs
{spectly cropd, vight-of-way, {ratl, wility,
bighi vy

, fo

s

Snution (aot of using product) ({examples
meheding minigdoading, reentry,
spplication, transportation, repalr,
malntenanse of abion squpRwmL,
manwfsctwringormmdating.

See Incident Descripiion Hotes

How axposed;
{examples iminde divext
coptat with freated
swrfnve, Ingestion, spil
drift, rumotis

See Incident
Description

Brief deseription of invident clrounpanres

Version : I-Aug-20 680 110
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Voluntary Industry Reportin z Form for 8(a)2) Adverse Bffects Tnoident Information
Provide ol hnown, requived information. I required dita feld information is unknown, designate ¢

g as snch in appropriste area.
Internal Iy & 2016-USOUS022S

Brief deseription of in

2ab CIFCHTSEances

tered unspecitied medications since
to an unknown amount of Advantage II Kitten {Imidacloprid-Pyrip
product to multiple kittens,

T

On 13-Aug-2016. a 57 year old, woman, in unknown condition. with no kaown concomitant medical
copditions, who was adminis approwimately 2016, was exposed
roxyfend when she applisd the
handled the kittens while the oroduct was wet, then took
unspeciftied oral medications without washing her hands first,

Approximately 30 minutes post expoesure
a dry mouth,

. the woman experienced a burning throat, numb tips, and

The woman was not examined by a physician and the signs gontinued

Version @ 16-Aug-2010 at HEI0
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Voluutary Industry Reporting Form for 632} Information Involvin o Humgns

Provide all knovar, required Informatios. 1§ regeired data field information is unknown, designate as sach in approgriate srea.

Page 3 of 2

| Demographic informating:
Ape 87 Year(s)

S Female
Decuparion { H releva

Exposurs roure:

Giher

Wasady Tent rosult of
suicidedorminile or attempted
Momicide?

No

Was protective clothing wory
fspociiyy ¢

i female, pregnant 7

Unknown to Company

Was exposirs seoupational?

Hoyws, days lost dos 1o iness:

Time betwesn exposure and
onset of sympioms

Type of medical care stught fevamples
inchede none, clinke, hosplial emerpency
department, pri physician, PCC,
hospital inpatient )

Amount of peiticide

Unknown

aswre data:

Bxrpose diwstion:

0 Days
£ oveights

Unknown

Hhupan severity catogory

List signsfymptomsfadverse effects
Laryngeal irritation
Hyposalivation
Hypoaesthesia

H Tab tests wore performed, Hst
test names and rosults{ 1 available
subsnit report).

Mone reporied

This box van be wed 1o provide any eaplanatory or qualifying information surrownding the incidant, (add additions) pages if ncrssary)

{ntsrnal 1 #

2016-U50050225 S

* gpproximate

Version | 16-Aug-2Héat 110
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Voluntary Industry Reponting Fermfor 6(a(2) Adverse Fffects Incident Information

Provide all Enown, required information. 1§ required date field mfnemation is wiknown, designaie as such in appropriste ares. Pree | of 3
Rrvw 1 Reporter Name Subwnizsion Contact person HF differsnt than reportery] foternal 1D #
AdmIEive Iy Apg Helland Not Applicable I016-USa051318
fhtn 09-26-2018
6309 Arbor Grande Way Usa
Rateigh )
. .
NEC /
2IB0Y § i
USA
Phone # Phone #
(8189) 781-01s8
Incident Sotus Lowution and date of incident. Dites registram Was incident part of Targer study ¥
K pom ,f .,i;'ﬁ(‘.g SOWETE O
s . o mosent.
I wpdate dnclade date of s "
sk e RO
original abwission 0B-17-2
& B 4 B-17-2018
08-17-2016 |
Rovw 3 EPA Regiatration # (Product 1) EPA Reglsrution # (Produt 2) | EPA Reglstration $ (Praduct 3)
Pos .
11556-144
A1 i) AL i AL ¢}
Imidacioprid-Permethrin-
Pyriproxyfen
| Product 1 name Prodmet I name Product 3 name

K9 Advantiy 11 fxtra
Large Dog

Esposed 1o coneantrate priny o diluting 7 Expresed to eoncentrate peior 1o dilution 7 Exposed 1o concsntrate prios to dilation ?

0] FPormubation Formulation
Topical solution

Formula

Do 3 Evideuce Iubel dircctions | Invident siter {Examples include home, vard, Sttuatbon {act of wing prodect} (exumples
REVE 2 P E & e
Tneident wers nab followsd? school, lndustrial, nursery/ greenhouss, inchading muingloading, reeniry,
Clremistances Y surface water, conumerciad tuf, apphication, travsporiation, repair,

K BEnres o

building/office, forastfionds, apicaiaal maitenanse of application sgdpment,
ispecly cropl, right-of-way, i, wilicy, mamnafact uringformulating).,
Mo highway i,

Intentional misose

: Se tdent Descriped oles
wplicator certified See Incident Description Notes

PO
No
How exposed: Brisf doscription of ncident sirenmstances

(esaniples inchyds diveet
coant with treated
surface, ingestion, spil,
drift, rume i

See Incident
Beseription

Version © 19Ang-2016 at 12:46
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Voluntary Industry Repenting Form for 6(2)(2) Adverse Effects Incident Information

Frovide sl known, requised information. 1 regiired data feld information is nnknos, designate as swch in appropriate sren

Internal 1D ¥ 016-4S0051318

Brief desceiption of incident ciroumstanves

On 17-Aug-3016, a 70 year old woman, in unknown conditian,
of hypertension, a thyroid disorder, and fiigh cholesterol,
BY Advantix IT Exira Large Dog (Imidacloprid-Permethrin-Pyriproxy¥en) when she appiied 1t to
her dog, rubbed the product in with her fingers, washed her hands with an unspecifiad soap, put
her fingers in her mouth, andg may have ingested some of the product.

with concomitant medical conditions
was gxposed o an unknown amount of

zes
Approximately 5 minutes post exposure, the woman experienced 3 bad taste in her mouth.

the woman was not examined by a physician and the sign continued,

Version @ 1B-Aug-2016 ar 12:46
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% e

Volontary Industry Reporting Form for (a2 Infornation Invelving Hamans

Provide all known, requirsd information. I reguized deta fidld information is enkneen, dosignate as sl in appropriats area,

Prrnographic informag o
Age: 70 Year(s)

Fomale
Qcoupation § i relevant}

| Exposurs toute:

Dther

Wax adverse effect resalt of
scidehomiside or attempted
suicideheamdeide?

B

Was protective clothing wom
{spesilyy?

H femule, pregnant ¢

Unknown o Company

W s vy prsure oocupational?

Ity

days lost due to Hhnoes:

Time bolweon exposure and
gset of symploms:

S Minutes *

Type of mediond care sought {pxamples
inchde nene, clinie, hospital emergency
departnent, privete physician, POO

hospial inpatient)

Exposwre data:
Amount of pesticd

Unknown pe

Expose doration
0 Days
P atisnt weighis

Unknown

Huroan severlly category

H-C

List signsfevmptorms/adverse effects
Taste disorder

I Tabs poers were performed, Tist
tesl names and
ssbamil report).

Mone reporied

sults(1f available

This o can b wsed toe provide sy sxplangtory or qualifviog information swrounding the Incident. (add additional pages

I mecessary

HOE

Inpernal I3 #

* approsimate

ED_005739D_00013706-00038



YVoluntary Industry Reporting Form for 6(a]

23 Adverse Effects Incident Infomeation
Provide g boown, regeived information. 1 regeired data Beld informmtion 1s wnknov, designate us sl in appropriste area,

Papge § of 3

Ko |
Administrative
Pt

Reporter Nume

M5  Dehorah Benneit

Subission
chat e,

G-26-3018

Contact person (i diffvrent than coporter)

Mot Applicable

Ftsrnal 103 #

F0I6-U5005217%

Asldress

£15 Rennesit Mountatin Road
Alderson

Wy

24910

HEA

Adklrass

Yo

)
N
"s,‘,, e

{304;

392-3401

Plome #

Incident Saius

New
H upduteinchude date of
original subvnission

G7-01-2016

Loeation and date of incident.

Date registram
becnme awars of
focidant .

Q8-15-2016

Was ineident purt of Jarger study ?

KO

Row 3
Posticide(s)
involved

EPA Registration # (Prodact 13

11556155

EFA Registration # {Product )

EPA Registration # (Prodoct 3)

Flumethrin-Imidacloprid

Al i)

Product T maune

Seresto Large Dog

Prodost 7 name

Prochet 3 nams

Exposed to concentrate prior to dheion ¥

Exposed to comcentrate prior to diluion ?

Exposed b concemingts prior to dluton 7

Formulation
Cotlar

Formuation

Formulation

Baw 3
dowit
Ciroumst ances

fac

Fridenoe label divections Incident siten {
were not fuBowed?
¥es

Intentional mbnse

{spev
Ho highway i,

Apploater cortified
PO

axarnples mclude bowe, yard,
school, industrial, norssryd greenbouse,
surface water, oommercial turf,
makling/oifice, forestévonds, agrouliueal
weprd, vright-of-way, (radl, wibity,

Stumtion (act of wsing productd degamples
incloding miningAoading, reeniry,
application, trmsp
madntenance of spplivation equpment,
manufacturing/formuiaiingt.

See Incident Description Hotes

ortation, repair,

Hovw exposad:
{examples inchude direat
et with troate

Brief description of incident circomstances

Yersion : 31-Aug-2016 a1 15:46
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Voluntary Industry Reporting Form for 6(4%2) Adverse Effects Incident Information
Provide all knova, required information. ¥ required data Tebd information i erknows, designate as such i appropiste arey, Pagelof 3

Tmternal 13 # 2018-US0052175

Briel deseription of incident circimstonces

vear old, woman, in unknown condition, with concomitant medical conditions
tive skin, a history of pericardial effusion, a memory disorder and a
evpegrﬁ o an unknown amount of 1 Seresto Large Dog

ridy after it was applied it to ber dog by another person. Mo known

he aLlar ﬂtturred The woman continued to he secondarily exposed daily

g fdog that was wearing the collar.

On 01-May-2016, a 55
of: allergiss, sens
setzure disorder . wa
{Fiumethrin-Imidaclio
direct e>po;u{e PRl t

when she touched th

1
K
o
ks

i

On approximately 01-3ul-2016 the woman sxperienced a generalized altergic reaciion, dvspnes.
tach gpﬂea, erytheny, Ietnarg, and a rash on her forearms. The signs resolved within
approximately 5 hours.

On approximately 02-Jul-2018, the climical signs contimued to recur snd resolve daily.

On an unspecified date in Jul-2016. the woman waz examined by a physician who treated her with
clobetasol topically.

On approwimately 23-Aug-2015, the woman removed the cotlar.
On 24-Aug-2016, the woman experienced sdems. dyspnea and a rash. The womsn was sxamined by an

emergency room physician, It is unknown what fdizgnostics or traatments were performed. The
5igns continued to recur and resolve unchanged,

Verston : 31-Aug-2016 at 1546
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Voluntary Industry Reporting Form for 60a)(2) Information Involving Homans

Provide el known, regeired informasion. I required data field information s unknown, designate as ach tn spproprists

Fage 3of 3

Premographic information:
Age 5% Year{sy

Sex: Female
Goupation {3 relevant)

By psoesire rinpe "
* : Wias adverse
suicidehomicide or @

sucidsfmicidet

ftect result of
stenpiod

{Other No

 femule, progaant 7

Unknown to Company

Time batween exposurs and
onset of symptons:

B Wesks *

Was exposure ocvipational?

s, chays Tost due to s

Type of medical core sought (examples

moinde none, olinic
department, private physician, POC,
bospital inpatient

Dther therapy

s emergenoy

List snsfeympromsadverse effeats
Hypersensitivity reaction
Dyspnoes

Tachypnoesa

Erythema

Pxposre data
Aot of pestioids

Unkngwn per 1

Expase durgtion:
Unkriown
Patient weight:

Unknown

Lethargy
Dermatitis
Qedema NOS

ang ecisgma

Hurnan severity cat

-{
w

I 3ads vests wers performed, B
test pames and results(lf available
subreit report),

Hone reported

This box van be wsed 1o provide any ssplanatory or gudifying information swrovading the incident

. {sdd sdditional pages I mecessary}

Fnternal s # A
¢ i }
gww§ ; i
2016050052175 1

spprosdnmie

Verslon @ 3-Aug-2016at 1546
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Volantary Industey Repuosting Fomm for 6a32) Advers

2 Effects Incident Inforns

)

ot

Provide all known, regmired Information. Wrequired dars flebd informanion is unkuown, designate s

stch i appropriste sres.

Page ] of 3

st rative

Reporier Nams

s Ann Sanios

Subsnisginn
date,

Mot

| Contact person (f differst thab repuster)

Applicable

2016-US

Internad 11y 4

DO2856

Askdress

i09 Hicol Drive
Reading

A

155046

HSA

Adddress

UsSA

Phone #

(4843 824-1049

Phone #

{nuident Ratus

Hew

1 wpdate dnchids dare of
ariginal submission

Lovaticn aud date of incidens,

05-23-3016

Pecame
incident.

Date registrant
wpis oof

0

8-33-2018

Was incident part of bwger stady 7

No

Bow 2

11556-155%

EPA Replstration 4 (Produet 1}

EPA Registration # (Prodost 23

EPAR

nstration # (Prodact 3)

AL )

Flumethrin-Imidactioprid

AL s}

2

Product 1 name

Product T nans

Product 3 pasms

Seresto Large Dog

Eapossd toconcentrate prior to dihrion 7

Exposed 10 concentrate prior to dilation ?

Expesed to concentiate prior Lo dilwion 7

Formulution

{ollar

Frrandation

Formulation

Rovw 3
Inoident
Ciroamsianoes

Heidence label directions
were not followed?

ek
Tntentional misese

NG

{spac

Fighwmy ¥y,

Applicator certified
PO
Ho

Incident eite: (Exampdes include bowe, yvard
school, industrial, nun
surface wWHier, COTURE
tutldingioffion, fonstiwods, agriculiaral
cropl, right-of-way, (rail, wility,

1y grecnhouss,
al

stasation (act of psing prochi
insleding mivingloading, reontry,
apphoalion, Wansponation, rpair,
mabienanes of spplcation cquipment,
manufacturing/formulating}.

See Incident Description Hotes

pofesampies

How exposed:

arnples inclode divect
contact with treated
Aton, s,

surface, ing

drift, rumg
Fee Incident
Bescription

Brief deseeiprion of

fant circmmstances

o
:
i

R S

Yersion ; 26-Aug-2016 4t 13:03
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Voluptary Industry Reporting Form for §(232) Adverse Effects Incident Tnforomtion
Provide all known, required informstion. If reqeired data field information is upknown, designate w5 such in appropriate arsa,

Iaterngl JD # F16-US0052896

Brief description of ncident sircumstances

On 23-Aug-2016, a B4 vear ald, woman, in unknown condition, with concomitant medical conditions
of a history of cancer, was exppsed to an unknown asmount of 1 Seresto Large Dog
{(Flumethrin-Imidacloprid) collar when she removed the collar from the tin to look at it and
then replaced ¥t into the tin.

Immediately post exposure, the woman washed her hands with an unspecified suap.

Approwimately 15 winutes post exposure, the womasn experienced a headache, blurred wisinn and
muscle weakness,

Approximately 2 hours post onsel of stgns, the zigns resolved without medical intervention.

Version 1 26-Aug-2016 at 1303
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Voluntary Industry Reporting Form for 6(a)2) Information Involvine Humans
Provide all koove, veguired tnformation. I reguired data field information s unknown, desionate as such In approprists srea. Page 3 of

L

Bemographic nformation: | Exposare route
Age B4 Year (5}

War proteetive clothing wors

{spociiy) 7

suicidedi
setidedion

i

35 Femate
Geospation { i relevanty Other Ho

Tf fossale, progrant 7 Was expossre cooupstional? Time betwesn exposure and
anset of synpons:

inknown to Company Hovas, days lost doe te Hlness: 1% Minutes =

mples | List stensfsyroptomsfadverss effscts i lab rosts were performed, v
mchude none, clinie, hospitsl snergeney | Headachs test pnames and resules{If availate

department, private physiola, POC, Ahrormal wvision submit report)
hospital Inpatient Muscle weskness KOS None reporied

Expoare daya:
Agponnt of pesticide:

Urknown per 1

Expose duration:
4 Bays
Patient wiaght:

Unknown

Human soverity calegnry

H-C

This box can be used to pravide any ekplinatory or qualifying information suromding the incldent. (add additiona] pages if necessary)

Internal 1D #

2016-45005389

T

* approximate Version : 26-Aug-2016 at 1303

ED_005739D_00013706-00044



Frovide ] known,

untary Industry Reponing Form for 60202

badverse Effects Incident Information

reguiresd infovmation. If required dete feld information i mknosn, designate assuch in appropriste srea,

Page § of 3

Row ]
Sdministrative
Pty

Reperter Mume

He Cindy Horrison

Subraission
slate,

09-26-2015

Contact person {if different than reporter)

Not Applicable

lotsrnal (D@

2016-U300535493

Adbdries

40 Irwin Place
Hazlet

WA

Q7730

UsSA

Agklress

Usa

Phons #
{7323

254-7308

Invident Statos
Mew
H upduteinchede date of

sriginal submission

08-17-2016

{Loseation snd date of ineident.

Dt registrant
becume awire of
fcidens.

08- 28

Pk
sy
v
P
g
s
fa

Was inclident part of Targer study 2

Mo

fnvolved

EPA Registration # (Product 13

EP & Regivration # (Product 33

EPA Begisteation # {Prodast 4

~

4

{5}

P

Flumethrin-Imidacloprig

by
e
o

e

<3

Fons
i

Product 1 name

Seresteo lLarge Dog

Provhact 2 name

Provduct 3 naone

Esposedio concentrats prior to dilution ¢

Exproed to concentrate peior 1o dihion 7

Exposed to concentrate prios to diliog 7

Formidation
{oltar

Farmutlad i

Formulation

Raow 3
Fochding
Clroumstanees

Evidence labgd divections
wers not folosed?
Yes
Intentional misese

Mo

highvay'n,

Applicator certified
PO

Ineident se (Examples mehade home, yard,
sehaol, indestrial, aurseryd gresshiouss,
airface water, commersial nwf,
batldingioffice, forestfevods, agicnlmal
{speeifly cropl, right-ofewny, {rail, utitity,

Staation {zct of wsing product) (eramples
incloding mixingload
applivation, transporiation, repair,
matntenunce of application epdpment,
msafactaringdfonmulat ing),

See Incident Descripiion

g e nley,

Notes

How exposed:
{exampes mclude din
comtact with treated
surface, Ingestion, spil,
draft pumnfin

See Incident
Description

Brief description of lvchlent circamstances

i

Version 1 29-Aug- 2016 a1 111
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Voluntary Industry Reporting Form for 6(23(2) Adverse Fifects Incident Information
Frovide all kaown, reqired information. IF regoired dats Beld information is auks s, deslgnate assuch in appropriste arcs. Page 2 of 3

Inteenal ID # 2016-U50053593

Brief descriprion of inchlont circusstances

On 15-Aug-2016, a 5 year old girl, dn unknown condition, with ng known concomitant medical
conditions, was ex prfed o an unknown amount of 1 Seresto Lar ge Bog (Flumethrin-Imidaclopridy
collar when her mother applied it to the dog. HNo known dire ct ERpOsUrE auocuired,

{On 1. g 2016, the child awoks and experienced a pruritic rash that looked like heat rash, on
afn guified wrist and leg.

On 20-Aug-2016, the rash worsened. The child was sxamined by @ physician and treated with an
unspecified steroid orally. The mother removed the collar From the dog.

The signs improved but continued,
=]

Version 1 20-Apg-2008 a1
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Voluntary Industry Reporting Forms for 6(a)2) Iformation Invobving Hurans

Frovide all knovey, required informating, If reguirad data feld information s nokoows, designate as such In appropriste aren,

Page 3ad 3

Demsgraphic information:
5 Year(s)

Sex: Female
Cecapation ¢ relevant

Evposgs rome

Qther

Was adverse effect result of
sutcidsBomicide or attempied
siridedwmicide”

Ko

Wan protective clothing worn
{speify) ¥

¥ female, proguant 7

Unknown to Company

Wag exposure prospationad?

1€ yea, days log due to Hiness:

Time beiwesn exposurs amd
paset of symploms

2 Bays

Type of medical care sough (examples
include none, clinic, hospital emergency
degariment, privale physiclan, POC,
hospital inpatient)
Bitutelirriga

o

telwash, Stero

List signsfoymptomsfa
Dermatitis and eciema
Mittaris

Exposars dabar
Amoeunt of pestivids

Unknown per 1

awe durstion:
3 Days
Fatient weight:

Unkncsn

Hovpan severity categ

H-€

i effer

i%

1F Tabs post srfmrmed, st
test panes and results(If seailable
subnnit report)

Hose reported

Thiz box can be uwsed to provide auy explansiory or qualifying information surrounding the lncident. (add additional pages i nevessary

Internal 1D E §
;
;

huad

2016-US005359

Wersion  2%-Aug-2016at 11T
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Effects Incidens Information

Volumtary Industry Reporting Foom for 652 Adverse B
Frovide all koown, required information, 1f required data field information s unkoown, dedignate ws sech i appropriste sren Page § of 3
Row | Repurter Name Contaet porsen (8 different than reportert] Internal 10 8
Selministrative . P iate. s 5 T
?‘:" RIS Karen Tige k . Not Applicable I016-USH054520
0%-26-2016
Addrens Aukdrony
11 Granite Rd USA

0551 pne
Wi I
3864
USA

Phone # Phane #

{(603) 651-6346

Incident Sratus: Location and dute of incident, Date registrant Was imcident paet of Jarger stady ¥
Hew ?mcl;a.;‘mz aware of
. . ) meident,
Foapdare dnelude date of ) Mo
- . Ll
sriginal whreission & "
T R VE . IO E 8-25-2016
08-25-2016
Row EFA Regstration # (Product 1) EPA Registration # (Produs 2) EP A Reglstration ¢ (Product %3
Fosticide( s
Tvalved 11556-155
ENAEY AL {5 AL (s
Flumethrin-Imidacloprid
Prodoct 1 name Froduct 2 nume Product 3 name

Seresto bLarge Dog

Expased to concentrate prior to dilwion ? | Exposed to concentrate prive f dilwtion 7 | Exposed to comcentimte prisy to dihsion 7

Farmulation Formilation Fornmdation
Collar
Evidemes label divections [Tncident site: {Fxmnplss ivchuds home, vard, Sitoativn {act of wing proshct) fesamples
P 3 g } i
e were not follvwed? schook, industrisd, nuesery/ greenhouss, including mixingfoading, reentry,
Cirotmstances Yes urium \’mrf: itd??i)ﬁi{:;l’&:ifs} td, ‘ a_m:fhcm 100, lra?spar‘m:.nlm, Tepair,
. . buildingfnffice, forestfoonds, ageiculiaral maintenance of wpplication equipmerd,
& 1 HEE - . o - N . . . - ez
Intentional misus Dapecify cropy, vight-ofoway, (rail, sility, manufsctwingformulaingd.
Ha highway i,

: Sa cident Descrintinn Note
Ag};}{jg;ﬁ\;g}; certifing See Incident Bascription Hotes

PO

How syposad:
{examples include direct
contact with treated
surface, fngestion, spifl,
skeift, runoffl

Brief description of nvident circumstances

See Incident
Bescription

Version 1 31-Aug-2016 a1 (¥

ED_005739D_00013706-00048



Voluntary Industry Reporting Form for 6(a32) Advers:

Provide sll knovwn, reuired informetion, If roquire

Effects Incident Infonmation

i ekl information is wnknown, dosignate a5 auch In appropriale areg. Page2 of 3

Fritewnal FL0 # 2016-US0054520

Brief

wription of incident ciroamstances

On 24-Aug-2016, & 40 vear old. woman. in unknown o ndition, with concomitant medical conditions
of allergies, was exposed to an unknown amount of 1 Seresto Large Dog (Flumethrin-Imidaciopridd
when she held a grooming client’s dog. who was wearing the collar, against her neck.

O 25-Aup-2015, the woman experienced a rash at the exposure site on her neck and at an
unspecified are on her shoulder, The woman applied a triamcinolone cream topically to the
ares.  The sign improved bui continusd.

On 29-Aug-2015, the woman was sxamined by a physician who disgnosed an allergic reaction and
treated with a prednisons pack.

Version : 31-Ang-20H6 o 0643
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Voluntary Industry Reporting Form for 6(a)?) Information Involvin g Humng

Provide sl known, required {oformation. If regaived dats fisld nforration is vk arrva, designate as such in appropriste area.

Fagr3of 3

Demographic information:
Ager 40 Year{s)

%ex: Female

Usevpation { i refevant)

Exposus romtis

Other

Wy adverse effect result of
surididhomicr
suicidehonticide !

atjemprted

Mo

if female, progoant 7

Unknowit to Company

Was exposare ocoupational?

I ves, days lost dus 1o ilness;

Time between sxpomre and
oaset of svmploms:

1 Days

Was proteetive chinbing worn
(specifyy ¥

Type ol medical care sought fexamples
tnctode nons, clinic, hospital emergeney
dopartment, private physcian, POC
hespital inpatisng )

Sterpids, Oral:Steroids,

Exposure daty:
Asnount of pestivide:
1

Unknown per

Expose duration:
0 Bays
Pakient welght:

Uik o

Human severity category

H-{

Ligt signsfsymptomsdadverse offects
Application site inflammation
Bermatitis and screma
Hypersensitivity reaction

I Jabs tosey wore performed, s
test names snd results I av ailable
subamit repont ).

Hone reported

Vhis bk ean be ased to provide any explanstory or qualifyin g information swrounding the nvident. (asdd additional

pages H pecossary Y

Internal D # i
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Voluntary Indusiry Reporting Form for 8{a)(2) Adverse Fifects Incident Inforation

Frovide il known, reguired Information. If regeired deta field information is anbnown, designate as ek in appropriate aren.

Page lof 3

Row ]
Administrative
Frats

Reporter Name

Hs  Sarah  Hughes

Subwtission
date.

(09-26-20186

 Contact person (3 different than reporier)

Hot Applicable

Interngd 13

2016-USN0R473Y

Address
HY
H5A

Addrosx
Usa

Phone #

{774} 551-6341

Phone #

Tnvident Statos:

I updaredociude date of
seriginial submission
08-26-2018

Locstion and dute of neident,

Date ragistrant
hesame aware of
nident.

(&-30-2015

Was ncident paet of larger tody 7

Ho

Row 2
Pesticiddis}
Tvilbved

EPA Registration # (Froduct 1)

11556-~155

EFA Registration # (Fr

EPA Registration # (Produst 33

WY

Flumethrin-Imidacloprid

A iz

peiey

AL (a3

Pridoct | name

Seresto Large Dog

Product 2 name

Produet 3 nume

Exposed to concentrate prios to dlution ?

Erposed to concentrats price to dilwing 7
I

310 contentyate pring o difution 7

Formulation
Collar

Formulation

Formulation

Bow 3

Incidert
Circuwmst ances

Evidenve Iabel directions
were pot folowed?
Yes
Intentional mismse

i) highway i,

Applcator certified

Facidens siter (Examples Include home, vard,
school, imndostrial, nerseny/ gresnhowse,
surface water, cumnercial turf,
buildingfeffice, forast/uoods,
{specify croph, right-ofoway, (rail, wility,

appl

aorivaitural

Sitwation (ack of nsing prodect} ({examples
inclading mixdngfoading resntry,

eation, transportatiog
mutatenance of applicatinn equipment,
manulsctoringformulating).

5ee Incident Description

» FOpRair,

Notes

{examples nclude direct
of with treated
Face, ingastivn, spill,
drift, raneffy,

Spe Incident
Desoripiion

Brief deseription of incident clrounst sgees

Version 1 3-Nep-20T6at 1812
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Voluntary Industry Reponting Form for 6(a)2) Adverse Bffects Incident Infonmation

Provide sl known, requred informuion. I required dats ficld information is wnknow, destgrate as such in approprisis are, Pogr 2of 3

Internal 1D 8 2015-U50054733

Brief desoription of incident sircuvst snees

On 26-Aug-2016, a3 57 year old, woman, in unkpown condition, with concomitant medical conditions
of allergies and celiacs disease {digestive tract disorder. was exposed to an unknown amount of
1 Seresto Llarge Dog (Flumethrin-Imidacloprid) cellar when she fbuch@d a dog that was wearing
the collar. It is unknown i direct contact was made with the colla

Approximately 8 hours post exposure, the woman experienced a rash on her neck,

On 27-Aug-2018, the rash worsened. The woman was examined by a physictan at an urgent care
Facility and was dzs%noaqd with poison ivy (allergic reaction) and was administered an unksown
dose of prednisons by mouth daily and an unspecitied antihistamine by mouth daily,

On 30-Aug-2016. the rash spread to the right side of her body. the woman gxparienced hlisters
on her Lips and face and edema to her eyelids. The woman was re-examined by 3 physician who
continued treatment with preduisone orally and increased the dose of the unspecified
antihistamine. The physician diagnosed a continued allergic reaction. The signs continusd,

e i

H H

§ o, H
£ “ i
k3 3 H
§
O
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Voluntary Industry Reporting Form for 6(a)(2) Informmtion Involving Humans

Provide sl knewn, required lnformation, I required data field information is woknown, designate us sch in appropriste srea, Py

Demographic information: Exposers routs

A 7 P Was adverse effect resalt of Was protective chnhing «om
Aget 57 Year (s} suicideihomicide or sitemptad {spocityy ¢
. . suicidabominde?
Sex: Female

caiton § i relevant Diher

Ho

1f female, prowmsnt 7 Wan gxposurs ncoupatfonal? Time betagen sxponre and
" onset of symplsmns:
Unknown to Company H oyes, davs Tost due to ilness: 8 Hours *
Type of mediead care sought {examples | Lig signsfoymplomsfadverse aitests I lub tests wave performed, lisg
Dermatitis and ecrema ast ;ffaa‘nc:; eanf;ﬁ resdi sl o
Bullous disorder submit report},

Rlepharitis

. None reported
; Hypersensitivity reaction

{Amomt of pestivide:

Unknown per 1

Expose duration:
0 Days
Patient weight:

Uk nown

Humian severity category

H-C

This bos cum be wsed 1o provide any explanatory or sudifying information sarvounding the incident. (add additionsl pages if necassary)

Friverral 10 #

2016-u50054733

* approsimate Version | 3-Sep-2010 a1 1812
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